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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Status 

1 )KI Responsive to communication(s) filed on 06 March 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1,3 and 17-19 is/are pending in the application. 

4a) Of the above claim(s) 20 and 21 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1, 3, 17-19 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 
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3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Applicants remarks with claim amendments submitted 6 March 2008 have been 
received and considered. 

Claims 2 and 4-16 are cancelled. 
Claims 18-21 have been added. 
Claims 1, 3, and 17-21 are pending. 

New Claims 20-21 are withdrawn from consideration as being drawn to a non- 
elected invention. These claims are drawn to the invention described as Group III in the 
restriction requirement mailed 24 May 2007 and are considered independent and 
distinct from the elected invention for the reasons set forth in the Requirement for 
Restriction mailed 24 May 2007. 

Claims 1, 3, and 17-19 are presented for examination on the merits. 

Requirement for Information 

Applicants have replied to the Requirement for Information set forth in the 
previous Office Action. Applicant's reply states that upon information and belief, the 
information requested (the amount of pelargonidin which is present in black rice which 
was extracted by the methods instantly disclosed) is unknown and/or is not readily 
available to Applicant. Applicant's response which states that the amount is unknown 
and/or not available is sufficient to fulfill the Examiner's request for information 
presented in the previous Office action. 
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Withdrawn Rejections 

The previous Claim objections have been withdrawn in view of the claim 
amendments, which remove the brackets from the term 'Formula V in claim 3 and 
amend the last phrase of the claim. The objection to claim 8 is moot since the claim has 
been cancelled. 

The previous rejection of the claims under 35 U.S.C. 112, first paragraph has 
been withdrawn in view of the amendments to the claims which are now drawn to a 
method for treating asthma by inhibiting the accumulation of esoinophiles in cells, 
tissues or a body. 

The previous rejection under 35 U.S.C. 112, second paragraph is moot since 
claim 8 is now cancelled. 

The previous rejection under 35 U.S.C. 102 (b) has been withdrawn in view of 
the amendments to claims 1 and 17, which are now drawn to a method for treating 
bronchial asthma. 



Maintained Rejections 
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Claim Rejections - 35 USC § 102/103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 3 stands rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Nairetal. (WO 01/15553 A1) for 
the reasons set forth in the previous Office Action and for the reasons discussed below. 

Nair et al. teach a method of treating an inflammatory response in an animal by 
administering to the animal a composition (fruit extract) which has anti-inflammatory 
activity (see e.g. claim 19). Nair et al. further teach that the inflammatory response may 
be asthma (see e.g. claim 20). Nair et al. also teach that the composition comprises 
pelargonidin (see e.g. claim 21). Because Nairet al. disclose that the anti-inflammatory 
activity of the extract is mediated by pelargonidin (see e.g. page 3, lines 1-14), the 
pelargonidin present in the extract composition (even if only a small amount), is present 
in an effective amount. Even if the pelargonidin were not supplied in an 'effective' 
amount, based on the disclosure of Nair et al. that pelargonidin has anti-inflammatory 
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activity (which is useful for treating an asthma), one of ordinary skill in the art would 
reasonably expect that adjusting the amount of pelargonidin administered to an 
individual in need of treatment of would result in an effective treatment for asthma. 
Therefore one of ordinary skill in the art would be motivated to provide pelargonidin in 
an amount effective to treat asthma. Although bronchial asthma is not explicitly taught, 
a person of ordinary skill in the art would reasonably understand that bronchial asthma 
is commonly referred to as asthma. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 , 7-8 and 1 7 stand rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Kim et al. (1999) and Assem (1973) for the reasons set forth in the 
previous Office Action and for the reasons set forth below. Newly added claims 18-19 
are also rejected under 35 U.S.C. 103 (a) for the reasons discussed below. 



Kim et al. beneficially teach that black rice has been used in Korea for 
management of various allergic diseases (see e.g. page 31- Introduction). Kim et al. 
further teach that an extract of black rice was administered to rats which had been 
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induced with an anaphylactic response. Kim et al. further teach that administration of 
the extract reduced mortality in the anaphylactic rats (see e.g. page 33- Results). Kim et 
al. further teach that administration of the black rice extract also reduced histamine 
release in allergy- induced rats (see e.g. page 33 -Effect of OSHT on serum histamine 
release). Because the black rice extract is a methanol extract (see e.g. page 32 - 
Preparation of OSHT) and Applicant's extract is an ethanol extract, it would be expected 
that the extract disclosed by Kim et al. would also contain pelargonidon therein. Kim et 
al. do not explicitly teach a method of treating bronchial asthma by administering an 
effective amount of a black rice extract to an individual in need thereof. 

Assem beneficially teaches that bronchial asthma may be treated by 
administering antihistamines or inhibitors of anaphylactic mechanisms (see e.g. page 
1191). 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to administer a black rice extract (which would necessarily 
contain pelargonidon therein) to an individual in need of treatment of bronchial asthma. 
One of ordinary skill in the art at the time the claimed invention was made would have 
been motivated and would have had a reasonable expectation of success in doing so 
based upon the beneficial teaching of Kim et al. that a black rice extract was effective in 
reducing an anaphylactic response and in reducing histamine release. Because Assem 
teaches that bronchial asthma can be treated using antihistamines or inhibitors of 
anaphylaxis, one of ordinary skill would reasonably expect that administration of the 
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black rice extract with the anaphylaxis and histamine reducing effects taught by Kim et 
al. would treat bronchial asthma. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Response to Arguments 

Nair et al. 

Applicants argue that Nair et al. teaches a dietary food supplement that can be 
used to inhibit inflammation mediated by cyclooxygenase, while the claims of the 
present invention are directed toward a method of treating bronchial asthma by 
inhibiting the accumulation of eosinophils in the cells, tissues or body of an individual. 
Applicants also argue that Nair et al. fails to suggest that an effective amount of 
pelagonidin represented by Formula 1 could be used to treat bronchial asthma by 
inhibiting the accumulation of eosinophiles in the cells, tissues, or body of an individual. 
This is not found persuasive, as the active method steps taught by Nair are the same as 
those instantly claimed. As previously stated, Nair et al. teaches administration of 
pelargonidin to treat asthma (see e.g. claims 18-20). Therefore, any effect on 
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eosinophiles following the administration of pelagonidin would necessarily occur, even if 
it was not known at the time. In addition, as previously stated, Nair et al. disclose that 
the anti-inflammatory activity of the extract is mediated by pelargonidin (see e.g. page 3, 
lines 1-14 and claims 18 and 20). Therefore, the pelargonidin present in the extract 
composition (even if only a small amount), is present in an effective amount. Even if the 
pelargonidin were not supplied in an 'effective' amount, based on the disclosure of Nair 
et al. that pelargonidin has anti-inflammatory activity (which is useful for treating an 
asthma), one of ordinary skill in the art would reasonably expect that adjusting the 
amount of pelargonidin administered to an individual in need of treatment of would 
result in an effective treatment for asthma. 

The rejection is therefore deemed proper and is maintained. 

Kim et al. and Assem 
Applicants argue that Kim et al. fails to teach using the black rice extract 
for treating bronchial asthma as well as fails to teach using the black rice extract to treat 
bronchial asthma by inhibiting the accumulation of eosinophiles in cells, tissues or a 
body. Applicants also argue that Assem does not teach how to treat bronchial asthma 
due to the accumulation of eosinophiles. This is not found persuasive, as it is the 
combination of Kim et al. with Assem that renders the instantly claimed invention 
obvious. As previously stated, Kim et al. teaches that black rice extract has an anti- 
anaphylactic and antihistamine response. Assem teaches that bronchial asthma may be 
treated by administering antihistamines or inhibitors of anaphylactic mechanisms (see 
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e.g. page 1191). It would have therefore been obvious to one of ordinary skill in the art 
to use anti-anaphylactic/ anti-histamine black rice extract taught by Kim et al. in order to 
treat asthma, which is disclosed by Assem as being be treated by administering 
antihistamines or inhibitors of anaphylactic mechanisms. Although the references do not 
teach that the bronchial asthma is due to the accumulation of eosinophiles, the claims 
are not drawn to a method of treating bronchial asthma due to the accumulation of 
eosinophiles, but rather to a method of treating bronchial asthma by inhibiting the 
accumulation of eosinophiles in cells, tissues or a body, comprising administering an 
effective amount of black rice extract to an individual. The administration of a black rice 
extract to treat asthma, as instantly claimed, is rendered obvious by Kim et al. and 
Assem. Any effect that this administration would have on eosinophiles, although not 
explicitly taught, would necessarily occur upon the administration of the extract. The 
effect on eosinophiles is a functional effect and does not change the active method 
steps instantly claimed. The mechanism by which asthma is treated after administration 
takes place does not distinguish the instantly claimed method from the method rendered 
obvious by Kim et al. and Assem. A person of ordinary skill in the art would have had a 
reasonable expectation of success in treating bronchial asthma by administering a black 
rice extract based upon the teaching of Kim et al. and Assem, which are discussed 
above. 

The rejection is therefore deemed proper and is maintained. 
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Conclusion 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELENIE MCCORMICK whose telephone number is 
(571)272-8037. The examiner can normally be reached on M-F 7:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Melenie McCormick 

Examiner 

Art Unit 1655 

/Patricia Leith/ 

Primary Examiner, Art Unit 1655 



